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DETAILED ACTION 

Examiner acknowledges receipt of requests for continued examination under 37 CFR 
1.114 and extension of time, amendment, remarks, all filed 10/21/05. 
New Claims Identified as Original Claims : 

In the Office action mailed 05/23/2005, claims 27-37 were identified as being submitted 
as new original claims. Claims 27-37 presented on 03/16/04 were method claims. The claims 
27-37 submitted on 2/22/05 were composition claims and were thus withdrawn from examination 
as drawn to different invention from the invention that was originally presented for examination. 

Applicants are silent on the withdrawal of those claims from examination. 
Examiner respectfully requests applicants to respond to the above non-elected claims. 

Claims 27-37 are withdrawn from examination as drawn to non-elected claims. 
Therefore, claims 1, 2, 5-10, 13, 14, 16-25, 41 and 42 are examined. 

Continued Examination Under 37 CFR L114 
1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicants' submission filed on 10/21/05 has been entered. 

Drawings 

Applicants acknowledge the objection to the drawings and indicate that corrected 
drawing will be filed upon identification of allowable subject matter. However, the objection 
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will not be held in abeyance and the objection will be made in all office actions until applicants 
comply with the drawing requirements. 

Claim Rejections - 35 USC § 112 
Original claims 32-37 filed 03/16/2004 were the claims that were rejected. However, 
applicants have not reintroduced these claims for examination and thus the rejection is 
withdrawn because those claims were replaced with new claims that were identified as original 
claims. 

New Matter 

1. Claims 1, 2, 5, 6-10, 13, 14 and 16-25 are rejected under 35 U.S.C. 1 12, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. There is no description of a first layer containing eletriptan 
in the disclosure. There is no exemplification of how that first layer containing eletriptan is 
formed. The recitation of first layer has no support in the specification as originally filed. 
"First layer" is new matter. 

2. Claims 41 and 42 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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Claim 41 directs that the eletriptan be contained in the core, but amended claim 1 recites 
that the core/seed is coated with a layer containing eletriptan. It is not clear what the invention 
is with respect to the eletriptan core and the core coated with a layer of eletriptan. 

Claim 42 is confusing because 42 (a) is not clear. Clarification is required. 

Claim Rejections - 35 USC § 102 

3. The rejection of claims 1 under 35 U.S.C. 102(e) as being anticipated by Cherukuri et al. 
(US 2002/0044962) is withdrawn because Cherukuri is not prior art since Cherukuri was filed 
10/19/2001 and does not have the benefit of US 6,555,145 filed 06/06/2000 since the US 
6,555,145 does not support the disclosure of eletriptan. 

Claim Rejections - 35 USC § 103 

4. The rejection of claims 1, 2, 5, 6-10, 16-25, 41 and 42 under 35 U.S.C. 103(a) as being 
unpatentable over Jackson et al. (WO 00/06161) in view of Cherukuri et al. (US 2002/0044962 is 
withdrawn because as stated above, Cherukuri is not prior art for the application. 

5. Claims 1, 2, 5, 6-10, 13, 14, 16-25, 41 and 42 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Jackson et al. (WO 00/06161) in view of Stevens et al. (US 5,1 12,621). 

Jackson discloses the use of eletriptan for treating migraine recurrence, in a 
dual-, sustained-, delayed-, controlled-, or pulsed-release dosage form (abstract). Jackson 
discloses that both the hydrobromide salt and the hemisulfate form of eletriptan are known in the 
art (page 1, lines 9-13). Jackson specifically discloses that the formulation of their invention can 
be in a pulsed-release form, including the sigmoidal releasing pellets discussed in US 5,1 12,621. 



Application/Control Number: 09/912,774 Page 5 

Art Unit: 1618 

Stevens (referred to immediately above) discloses a sustained release pharmaceutical 
composition, which comprises microparticles comprising an active agent (abstract). 
Furthermore, said microparticles are coated v^ith a coating mixture comprising ethyl cellulose 
and an acrylic resin made of a polymer of acrylic and methacrylic ester, wherein the resin 
contains trimethylammonium methacrylate chloride (abstract). Stevens also discloses that the 
uncoated microparticles may comprise excipients such as a diluent and a binder. The diluent 
may be microcrystalline cellulose, and the binder may be hydroxypropylmethyl cellulose 
(column 1, line 61 - column 2, line 2). Additionally, a plasticizer, such as triethyl citrate, may 
be included (column 2, line 8). Stevens also discloses that the microparticulates can be in a unit 
dosage form, such as a hard gelatin capsule (column 1, lines 49-51). 

One of ordinary skill in the art would have been motivated to combine the teachings of 
Jackson and Stevens as this is precisely what is discussed in the Jackson et al. 
reference. This reference clearly refers to the Stevens reference as a teaching when a 
formulation with sigmoidal release is desired. 

Applicants' argument with respect to Cherukuri is moot because Cherukuri is not prior 

art. 

Applicants' argument with respect to Jackson in view of Cherukuri is moot because 
Cherukuri is not prior art. 

6. Applicants* arguments with respect to Jackson in view of Stevens filed 10/21/05 have 
been fully considered but they are not persuasive. 
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Regarding applicants statement that a coated sugar core cannot be used is Jackson is not 
persuasive because applicants are relying on limitations that are not in the claims. Hence the 
declaration is not commensurate with the scope of the claims that do not recite sugar cores. 

Controlled release is dictated by the excipients incorporated with the active agents in a 
composition and Stevens discloses those excipients and Jackson specifically provides directions 
to use the teachings of Stevens. 

Request: 

Applicants are respectfully requested to provide amendment that complies with the claim 
amendment procedure. Claims 27-37 are withdrawn from consideration and should not be used 
to replace originally filed claims. These claims may be presented as new claims, but since these 
are withdrawn as directed to non-elected claims because these claims differ in scope form the 
originally filed claims, they cannot be considered with the originally filed claims. 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone number for the 
organization where this appHcation or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Blessing Fub^^^ 
Patent Examiner 
Tech. Center 1600 




